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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election with traverse of species VII in the reply filed on 13 July 2006 
is acknowledged. The traversal is on the ground(s) that an election of species is not 
proper without a generic claim, and because all of the claims relate in some manner to 
taking pulse volume measurements. These are not found persuasive. 

Regarding the applicant's interpretation of MPEP 806.04 and 37 CFR 1 .146, the 
documents merely set forth the proper procedure for election of species requirements if 
a generic claim is present. The disclosed embodiments in the current application are 
independent and distinct. 

Regarding the applicant's argument that the species are related by their use of 
pulse volume measurements, the disclosed embodiments are highly unrelated in their 
interpretation of pulse volume measurements, each requiring a separate field of search 
(see MPEP 808.02). 

The requirement is still deemed proper and is therefore made FINAL. 

2. Claims 1-23 and 28-55 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to a nonelected species, there being no allowable 
generic or linking claim. 

Applicant timely traversed the restriction (election) requirement in the reply filed 
on 13 July 2006. 
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Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claim 24 is rejected under 35 U.S.C. 102(b) as being anticipated by Raines'232 
(US Patent 5718232). 

Raines , 232 discloses a method for detecting peripheral vascular disease 
comprising taking quantitative pulse volume measurements from a plurality of positions 
on a patient's limb (column 7, lines 45-48) and using the measurements to detect 
peripheral vascular disease (column 9, lines 43-44). 



Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claim 25 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Raines'232 in view of Marks'21 1 (US Patent 454821 1 ). 

Raines'232 discloses all the elements of the current invention, as applied to claim 
24 above, except for the detection of peripheral vascular disease comprising calculating 
a peak net inflow, an area under a pulse volume curve, or a pulse volume x heart rate 
product for the patient's limbs. 

Marks'21 1 teaches a device that uses pulse volume measurements comprising 
calculation of peak net inflow (column 6, lines 31-34), in order to evaluate the health of a 
patient's peripheral vessels. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the method of Raines'232 and calculated peak net 
inflow as part of the detection of peripheral vascular disease, as taught by Marks'21 1 , in 
order to evaluate the health of the patient's peripheral vessels. 

7. Claim 26 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Raines'232 in view of Raines'587 (US Patent 6149587). 

Raines'232 discloses all the elements of the current invention, as applied to claim 
24 above, except for the steps of the method being performed both before and after 
peripheral vascular disease treatment in order to determine whether the peripheral 
vascular disease has returned 
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Raines , 587 teaches a method of detecting peripheral vascular disease using 
pulse volume measurements wherein the measurements may be taken at different 
times and compared (column 6, lines 14-18) in order to determine the disease's current 
status (column 6, lines 1-3), so that the patient's health status is up to date. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the method of Raines'232 and measured the 
patient's peripheral vascular disease status both before and after treatment to 
determine if recurrence occurs, as taught by Raines'587, so that the patient's health 
status is up to date. 

8. Claim 27 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Raines'232 in view of Huizenga'614 (US Patent Application Publication 2004/0043614). 

Raines'232 discloses all the elements of the current invention, as applied to claim 
24 above, except for the method being performed both before and after peripheral 
vascular disease treatment in order to determine the efficacy of the treatment. 

Huizenga'614 teaches a method of detection of peripheral vascular disease 
where the vascular disease detection is performed both before and after treatment in 
order to determine the efficacy of the treatment (paragraphs [0023] and [0047]), so that 
a health care provider can determine if an alternate treatment is needed. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the method of Raines'232 and measured the 
patient's vascular disease status both before and after treatment to determine the 
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treatment's efficacy, as taught by Huizenga'614, so that a health care provider can 
determine if an alternate treatment is needed. 

Conclusion 

9. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

US Patent 5715828 to Raines, which discloses a similar method of peripheral 
vascular disease detection 

US Patent 5241963 to Shankar, which discloses a similar method of peripheral 
vascular disease detection 

AHA Scientific Statement: Diagnosis and Treatment Chronic Arterial Insufficiency 
of the Lower Extremities: A Critical Review (Weitz et al.) Circulation: 94(1 1), 1996; 
3026-3049. 

US Patent 3796213 to Stephens, which discloses a similar method of peripheral 
vascular disease detection 

1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karen E. Toth whose telephone number is 571-272- 
6824. The examiner can normally be reached on Monday through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on 571-272-4730. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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